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Dear Sirs 



European patent no, 0 676 937B 

Corresponding to European patent application no. 94928713.0 

Intraluminal Graft 

Endogad Research PTY Limited 



Please find enclosed a notice of opposition to the above-referenced European patent in 
the name of Endogad Research PTY Limited. The opposition is filed by Scimed Life 
Sciences, Inc of Maple Grove, Minnesota, USA. The patent is opposed in its entirety and, in 
the event that the opposition division is inclined to reject the opposition or to maintain the 
patent in amended form (i.e,, any decision other than revocation of the patent in its entirety) 
the opponent requests oral proceedings under EPCa. 116. 

Copies of the prior art documents cited in the notice of opposition, which are all 
readily-available patent documents, will be filed by courier with a confirmatory copy of this 
fax. 

We also enclose a fee voucher form 1010 authorising you to debit our deposit account 
no. 28050476 in respect of the official opposition fee. If the fee amount stated on the fee 
voucher is incorrect, then please treat this letter as authority to debit our deposit account in 
respect of the correct amount such that all necessary official fees are paid before the 
opposition deadline of 1 7 December 2004. 

It would be appreciated if you would kindly acknowledge safe receipt of this letter 
and enclosure in the usual way by dating and returning the enclosed form 1037. 
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— Ihe patent as a whole 
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vl Grounds for opposition: 

Opposition Is baud on the following grounds: 

(a) (he subject-matter of the European patent opposed is not patentable (Art. 100(a) EPQ 
because: 




— ft ts not new (Art 52(1); S4 EPC) 




E 




— it does not Involve an Inventive step (Art. 32(1); 56 EPC) 


E 




— patentabflfly is excluded 
on other grounds. Le. 


Art 


C 




(b) tne patent opposed does not disclose the invention in a manner sufficiently dear and complete f~ 
for ft to bo earned out by a person skilled in the art (Art 100(b) EPC; see Art 63 EPC). I- 




(c) (he subject-matter of the patent opposed extends beyond the content of the application/ (Z 
of the earlier application as tiled (Art 100(c) EPC. see Art 123(2) EPC). 




VU. Facts and arguments 

(Rule 55(c) BPC) 

presented in support of the opposition are 


submitted herewith on a separate sheet (3 


innexl) 




VIII. Other requests: 








The opponent requests oral proceedings. 
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IX. Evidence presented 

Enclosed = [> 
*fl be filed al a later date = Q 


lor EPO use only 


A. Publications: 


PubScafion 


1 D1 «EP046o 518 A2 (Harrison) 
Particular relevance (page, column, fine, fig.); 




2 05 = US-A-9,l23,d17 (Peter Y.Ue) 
Partfcutar relevance (page, column, Bne, fig.): 




3 OS * EP 0 621 016 At (C,R Sard, Inc) 
Particular relevance (page, column, tine, fig.): 




4 07 -US Patent Apptn. No. 08/051.728 (Edward 1. McNamara) 
Particular relevance (page, column, fine, fig.): 




5 D8 = EP 0 648 365 A1 tParodl. Juan Carlos) 
Particular relevance (page, column. One, fig.): 




8 D9 = EP 0 508 473 A2 (Endovascular Technolgoies. Inc.) 
Particular relevance (page, column, line, fig.): 




T O10 = EPO 539 237 A1 (Coo* incorporated) 
Partfcutar relevance (page, column, line, fig.); 




Continued on additional sheet ^ 




B. Other evidence 

Continued on additional sheet \ mi , 
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D14 = WO 83/03752 (Wallsten, Hans) 
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0 |2\J Form for notice of opposition 

1 [X] facts and arguments (see VII.) 

2 Copies of documents presented as evidence (see IX.) 
] — PuoBcatons | (min. 2 of each) 

2b — Other documents j j (mini of each) 

3 Signed authorisationts) (see IV.) | | 

4 ^ Voucher of paymentof fees and costs («wX) p | 

5 Cheque 
8 Additional sheets)) 
7 j j Other (please specify here): 



E 



(min. 2 of each) 
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Date 16 December 20<M 
Crump, Julian Richard John 
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ANNEX 1 FACTS AND ARGUMENTS 



EP0 676 937 B 
Scimed life Systems, Inc. 
to* 16 December 2004 



PEM0KB 

1 Opponent's request 

The opponent requests revocation of EP 0 676 937 B in its entirity. 

2 Background 

EP 0 676 937 B was granted in pursuance of European application no. 
94928713.0, based on mternational application no. PCT/AU1994/000586. 
PCT/AU1994/000586 was filed on 29 September 1994 with a declaration of 
priority in respect of earlier Australian application no. PM 153793 dated 30 
September 1993. 

3 Meaning of certain terms 
Claim 1 of EP 0 676 937 B claims: 

3.1 "An intraluminal graft comprising a tubular graft body 

Claim 1 is silent as to the construction of the graft body. Paragraph [0013] of 
the patent discloses that the graft body is preferably formed of a thin 
biocompatible material such as Dacron or FiTE and that the graft may be 
formed from a material having a limited amount of diametric elasticity. 
Paragraph [0014] of the patent discloses that die graft body may comprise a 
body made of woven material or may be non-woven but knitted ox of an 
impervious sheet material 

3.2 "... which is circumferentially reinforced along its length by a plurality 
of separate, spaced-apart, maleable wires 

Claim 1 does not specify that the tubular graft body must be continuously 
or uniformly reinforced along its length. Further, claim 1, whilst specifying 
that the wires must be spaced apart, does not specify the maximum spacing 
between the wires. Accordingly, claim 1 must be construed to encompass 
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embodiments in which the tubular graft body is reinforced at a plurality of 
discrete locations that are longitudbaUy spaced apart relative to the graft 
body. Because claim 1 require* the wires to be spaced-apart, the body may be 
unrein forced at positions intermediate such locations. 

3.3 Further, claim 1 does not specify a minimum number of wires that must be 
provided, other than there must be "a plurality 1 ' °* such wires, Lc. two ot 
more. Intraluminal grafts arc typically cut to size according to the size of the 
affected area of the vasculature to be treated This is supported by the 
disclosure at paragraph [0008] of the patent which discloses that a surgeon 
may have to shorten a graft. In cases where a short aneurysm is to be treated, 
the length of the aneurysm may be comparable to the spacing between 
adjacent wires. In such cases, the graft would comprise only two wires and 
yet would still meet the recpiirement of the claim to comprise a plurality of 
wires. 



3.4 M ... each of which has a generally closed sinusoidal or zig-zag shape, 
one of the wires being located adjacent to one end of the graft body 
such that alternate crests of the wire project loitgitudinally beyond said 
end,.*.". 

Paragraph (0009J of the patent renders the construction of "project 
longitudinally beyond said end* unclear. For instance, it is apparent that 
embodiments in which the alternate crests are covered by outer flaps of graft 
material are regarded to tall within the scope of claim 1; in such cases the 
apices do not extend beyond the one end of the graft body. See also claim 2. 
It seems that what is reouircd by this language is that the alternate crests 
project from and are free from the constraint of the graft body to bell 
outwardly as desribed in column 3, lines 1 to 4. 

3.5 "...and wherein the wires are interwoven with the graft body," 
Paragraph [0014] of EP 0 676 937 B discloses that if the graft body is not 
woven then the wires may be threaded through suitable holes formed in the 
graft body. From this it may be dearly inferred that "interwoven" includes 
embodiments in which the wires pass in and out of - Le, through - the graft 
body to interlock the wires and the graft body to prevent separation. (See 
column 4, lines 1 to 3). It is not a requirement of the daira that the wires be 
woven into the graft in the strict sense of weaving a fabric Further, 
paragraph [0015] specifies that in alternative embodiments the wires may be 
held in place by sutures or adhesives or may be sandwiched between layers of 
a multilayer tubular graft body. Paragraph |0015] states that it is within the 
ambit of the invention that the wires may be connected to, and be disposed 
on, the outside surface of the graft body. Clearly a very wide construction of 
"interwoven" is implied to encompass all these different alternative manners 
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of attaching die wires to the graft body. 

4 Priority 

Claim 1 of EP 0 676 937 B is not entitled to the priority date of 30 September 
1993 because it claims an invention that was not disclosed in PM 153793. 

4-1 In particular, PM 1 53793 disclosed an intraluminal graft comprising all the 
features of claim 1 of EP 0 676 937 B recited above plus the feature that the 
one wire has "a greater amplitude and smaller wavelength than at least a 
majority of the other wires in the graft" (Sec page 3, lines 6 to 8 of PM 
153793). This additional feature forms the subject of dependent claim 7 of 
EP 0 676 937 B. This feature was consistently presented as an essential 
feature of the invention disclosed by PM 153793; nowhere in the priority 
application was it disclosed ot implied that this feature is optional and may be 
omitted 

4.2 Accordingly, in line with decisions T 134/94 and T 552/94 the invention 
disclosed by PM 153793 cannot be regarded as the same invention as the one 
defined by claim 1 of EP 0 676 937 B as granted In G 3/93 the Enlarged 
Board of Appeal found that priority rights cannot be granted if an essential 
condition - identity of invention - is not fulfilled 

5 Claims 2 to 6 and 8 are also disentitled to the priority date of 30 September 1993 
because the subject-matter of those claims was not disclosed by PM 153793. 

6 Novelty [EPCa-lOO(a)] 

Claim 1 of EP 0 676 937 B lacks novelty having regard to the disclosures of. 

(a) EP 0 621 016 A (D6) 

(b) EP0646365A(D8) 

6.1 In particular, D6 was filed on 1 5 April 1994 with a declaration of priority in 
respect of earlier US application no. 08/051,728 (D7) dated 22 April 1993. 
D6 was published on 26 October 1994 after the filing date of EP 0 676 937 B 
and accordingly forms part of the state of the art in relation to all of the 
claims of EP 0 676 937 B under EPCa,54(3). 

6.2 D6 discloses intraluminal graft (10) comprising a tubular graft body (20). An 
anchor (30) may be attached to the body (20) adjacent one end thereof, as 
shown for example in Fig. 13- The anchor (30) comprises a malleable wire 
having a generally dosed zig-^ag shape. (See column 6, lines 31 to 32, fbt 
example). Fig. 10 shows that alternate crests of the wire project longitudinally 
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beyond said end. The wire serves to reinforce drcumfcrentiany the graft 
body, and Figs. 9 to 1 1 show that the wire is threaded through holes (54) 
formed in the graft body adjacent die end thereof, such that the wire is 
interwoven with the graft body in a manner encompassed by claim 1 of EP 0 
676 937 B. 

6 J Fig. 13 also shows that such an anchor (30) may be attached to the graft body 
(20) at each end, such that the body is reinforced at two separate, spaccd- 
apart locations along its length. 

6.4 -D6 therefore discloses an intraluminal graft comprising all of die features of 
claim 1 of EPO 676 937 B. 

6.5 D8 was was filed on 26 September 1994 and published on 5 April 1995, after 
the filing date of EP 0 676 937 B. Accordingly D8 forms part of the state of 
the art in relation to claims 1, 2 to 6 and 8 of EP 0 676 937 B undet 
EPCa,54(3). 

6.6 D8 discloses an mttalurninal graft (1 50) comprising a tubular graft body (160) 
having first and second ends (161, 162). Sealing means (310) arc associated 
with the second end (162) of die body (160), said sealing means (310) 
comprising "at least one wire (315)". (See column 17, lines 47 to 49). Column 
18, lines 2 to 9 discloses that the wire is woven into the graft body in a 
generally zig-zag pattern, and column 18, lines 28 to 29 discloses that the wire 
should be * flexible and malleable". Column 18, lines 45 to 47 discloses that, 
if desired, more than one wire may be woven into the end (162) of the graft 
body (160). It is evident from Fig. 18 that where two or more such wires 

(3 15) are provided, they ate separate and spaced apart, thereby 
drcumfcrentiany reinforcing the graft body (160) at points along its length. 

6.7 At column 18, lines 9 to 15, D8 discloses that the the wire (315) is woven 
into the graft body (1 60) in such a manner that portions (320) of the wire 
extend outwardly (or inwardly) of the end (162). Column 1 8, lines 37 to 45 
disclose that such portions permit expansion of the end (162) of the body 
(160). Such portions (320) thus project longitudinally beyond said end in a 
manner encompassed by claim 1 of EP 0 676 937 B as discussed above. 

7 Further, claim 1 of EP 0 676 937 B lacks novelty having regard to: 

(a) EP0 466 5l8A2(Dl) 

(b) EP0 508 473A2p9) 
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(c)EP 0 539 237 A1(D10) 

7.1 In particular, Dl and D9 each discloses an mtraluminal graft (Dl: 121; 
D9: 112) comprising a tubular graft body (122; 1 12). (Sec, eg., Fig. 10 of 
Dl and Fig. 4 of D9) Opposite ends (123, 124; 113, 118) of the body each 
carry an expandable spring means (131; 141) comprising a malleable wire 
formed into a zig-zag shape (Fig. 11; Fig. 8) having alternate crests (133; 132) 
that project longitudinally beyond said end. Such spring means serve to 
reinforce the graft body drcumferenna&y at two separate, spaced -apart 
locations along the length of the body. The spring means arc, in each case, 
attached to their respective ends of the graft body by sutures (146; 144). As 
discussed above in paragraph 3.5, suturing falls within the definition of 
"interwoven" provided by EP 0 676 937 B, and accordingly each of Dl and 
D9 discloses an mtraluminal graft having each and every one of the features 
of claim 1 of EP 0 676 937 B. 

7.2 D10 discloses an mtraluminal graft comprising a tubular graft body (1). A 
spring assembly (6) may be attached to the graft body (1) at each end. (See 
column 7, lines 44 to 48 and Fig- 15). The graft body is thus circurrJexcntialfy 
reinforced at two separate, spaced-apart locations along the length of the 
body (1). Each spring assembly is formed from a length of malleable wire 
having a zig-zag shape. (Column 7, lines 20 to 23). It Is apparent from Fig. 15 
that at each end of the graft body (1) alternate crests of the wire project 
longitudinally beyond said end. Each spring assembly (6) is attached to the 
graft body (1) by sutures. (Column 7, lines 44 to 48). As stated above, such 
sutures clearly tall within the definition of "interwoven" provided by EP 0 
676 937 B, and accordingly D10 discloses an intraluminal graft having aU of 
the features of daim I of EP 0 676 937 B. 



8 Inventive step (EPCa,100(a)] 

If (which is denied) the Opposition Division should decide, contrary to the above, 
that the subject-matter of claim 1 is in tact new over the above-mentioned 
references, then it is observed that such subject-matter lacks an inventive step. 

8.1 In particular, if (which is denied) the Opposition Division should decide that 
suturing wires to a graft body docs not produce an "interwoven" 
arrangement within the meaning of claim 1 of EP 0 676 937 B, then it is 
observed that the subject-matter of claim 1 lacks an inventive step over the 
disclosure of Dl in the light of the common general knowledge that can be 
imputed to the person skilled in the art, because in such case the subject- 
matter claimed by claim 1 would differ from the mtraluminal graft disclosed 
by Dl only in respect of the manner of attaching the wires to the graft body. 
Dl discloses suturing the wires (131) to the graft body (122), and the 
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• opponent observes that interweaving wires with a graft body, ot embedding 
such wires in such a body, would have been obvious, routine alternatives to 
suturing which were known and available to the skilled person at the filing 
date of EP 0 676 937 B. 

8.2 D5 (US 5,123.91 7), for example, discloses attaching a plurality of separate, 
spaccd-apart malleable wires (30) having a dosed zig-zag shape to a gtaft 
body (A) by interposing aad trapping the wires between two layers (10, 20) of 
the graft such that the wires are embedded or interwoven in the graft. 

8.3 Dl 1 (US 4,787,899) disdoses a manner of attaching wires (16) to a gtaft body 
(12) by threading the wires (16) in and out of the graft body such that the 
wires are interwoven with the graft body. (Sec column 4, lines 60 to 64 and 
Fig.2). 

8.4 D12 (US 5,104,399) also disdoses a method of attaching a zig-zag shaped 
wire (16, 17) to a graft body (12) by inserting portions of the wire through the 
gtaft such that the wires arc interwoven with the graft body. (See Fig. 2). 

8.5 D13 (US 5,163,958) disdoses attaching a graft body (27) to sinusoidal, 
malleable wire sections (22) by sintering fibres onto the wire sections such 
that the graft body is wound or braided onto the wires. (See column 4, lines 
50 to 55). As shown in Figs. 2 and 3, the end result is that the wire sections 
(22) and graft body (27) are interwoven. 

8.6 D14 (WO 83/03752 Al) disdoses an intraluminal graft (55) in which wires 
(2, 3, etc) are interwoven with an clastic yarn to provide a dense wall (See 
page 13, lines 12 to 21 and Fig. 9). 

9 The subject-matter of EP 0 676 937 B also lacks an inventive step over the 
disclosures of D9 or DlO in the light of the common general knowledge that can 
be imputed to the skilled person; the arguments set out above in paragraphs 8.1 to 
8.6 apply in respect of each of D9 and DlO severally mutatis mutandis. 

10 The subject-matter of EP 0 676 937 B also lacks an inventive step over the 
disdosure of D5 in the light of the disdosures of Dl or D9. 

10.1 In particular, as acknowledged in paragraph [0004] of EP 0 676 937 B, D5 
disdoses an intraluminal graft (A) comprising a tubular graft body (10, 20) 
which is drcumterentiauy reinforced along its length by a plurality of 
separate, spaced-apart, malleable wires (30), each of which has a generally 
dosed sinusoidal or zig-zag shape. (See Figs. 1 and 5). As discussed above 
(para. 8.2) the wires (30) arc attached to the graft body by interposing and 
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trapping them between two layers (10, 20) of the graft, such that the wires are 
embedded - or interwoven - in the graft 

10.2D5 differs from the subject-matter of claim 1 of EP 0 676 937 B only in that 
claim 1 requires one of the wires to be located adjacent to one end of the 
graft body such that alternate crests of the one wire project longitudinally 
beyond said end When the graft is expanded in a vessel by means of a 
balloon, the crests bcB outwardly away from the graft body to engage the 
vessel wall to assist in resisting any tendency for the graft to move 
longitudinally within the vessel after insertion. (Sec para. [0009] of EP 0 676 
937 B, lines 34 to 48). 

10.3 With reference to DS as the closest prior art, therefore, the objective problem 
to be solved is to provide means for resisting any tendency for the graft to 
move longitudinally within the vessel after insertion. This problem is 
however solved by Dl (or D9 or D10 mutatis mutandis) which discloses the 
provision at an end of the graft body of an expandable spring means (131) 
comprising a wire formed into a xig-zag shape (Fig. 1 1) having alternate 
crests (133) that project longitudinally beyond said end for ensuring that the 
graft body does not become dislodged after it has been implanted (Sec 
column 11, lines 22 to 25 for example). 

10.4 The person skilled in the art would have been aware of the disclosure of Di 
(or D9 or D10 mutatis mutandis) and, being faced with the problem outlined 
above, would have modified the graft of D5 to include an expandable spring 
means at each end of the graft body, said spring means comprising a wire 
formed into a zig-zag shape having alternate crests that project longitudinally 
beyond said end m order to solve that problem. 

End of document 
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